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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). tn no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 06 February 2006 , 
2b)M This action is FINAL. 2b)D This action is non-final. 

3) 0 Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 17-29 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) \3 Claim(s) is/are allowed. 

6) 13 Claim{s) 17-29 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 13 The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 18 February 2005 is/are: a)S accepted or b)n objected to by the Examiner 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or forni PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) (3 Notice of References Cited {PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) CD Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) 13 Other: See ContinuaUon Sheet . 
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Application/Control Number: 10/677,076 Page 1 

Art Unit: 1654 

1 . This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to conply with the requirements of 37 CFR 1.821 through 1.825 for the 
following reasons: 

The sequence listing filed February 6, 2006 was not approved by STIC for the reasons set 
forth in the attached Raw Sequence Listing Error Report. 

Applicant must provide a substitute computer readable form (CRF) copy of the Sequence 
Listing, a substitute paper copy of the Sequence Listing as well as an amendment directing its 
entry into the specification, and a statement that the content of the paper and conputer readable 
copies are the same and include no new matter as required by 37 CFR 1.825(a) and (b). 

2. The amendment to page 52, rows 6-8 in Table IX, contained in the amendment filed 
February 6, 2006 has not been entered because it is not in the form of a replacement paragraph as 
required by 37 CFR 1. 121(b). The entire table, rather than just a few lines of the table to be 
amended, must be submitted with appropriate amendment markings. 

3. The disclosure is objected to because of the following informalities: SEQ ID NOS should 
be inserted after the amino acid sequence recited at what was originally page 50, hne 21, and 
what is now lines 2-3 of the replacement paragraph for page 50, lines 16-23. Further, at lines 5-6 
of the replacement paragraph for page 50, lines 16-23, the SEQ ID NO does not match the amino 
acid sequence after which it has been inserted. SEQ ID NOS should be inserted after the amino 
acid sequences recited at page 52, Table IX, PPI-520, 521, and 522. See 37 CFR 1.821(d). 
Appropriate correction is required. 
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4. The claim for priority in the replacement paragraph for page 1 , lines 7-11, contained in 
the amendment filed February 6, 2006, is objected to because it changes the relationship among 
the parent applications. Note that appUcation Serial No. 08/920,162 is now recited as serially 
claiming priority based upon application Serial Nos. 08/703,675, 08/616,081, and 08/548,998 
rather than directly claiming priority based upon these applications. Conqjare the priority claim 
set forth in the Application Data Sheet filed September 30, 2003 and in U.S. Patent No. 
6,689,752. Correction is required. 

4. The amendment filed February 6, 2006 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: In the amended claim for priority (see the 
replacement paragraph for page 1, lines 7-1 1, of the specification), the contents of application 
Serial Nos. 09/356,93 1 and 08/920, 162 are now incorporated by reference. However, the 
contents of these applications was not incorporated by reference in any paper originally filed 
with the application. According to MPEP 201.1 l(ni) and 201.1 l(in)(F), last paragraph, this 
type of amendment after the filing of the application constitutes new matter. Apphcant is 
required to cancel the new matter in the reply to this Office Action. 

5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 17 and 19-29 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
conq)ly with the written description requirement. The claim(s) contains subject matter which 
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was not described in the specification in such a way as to reasonably convey to one skilled in the 

relevant art that the inventor(s), at the time the application was filed, had possession of the 

claimed invention. There is no original disclosure of the formulas recited in claims 17 and 19 

where b can be 15. When residues Xaai through Xaas are specified in a formula, the original 

disclosure limits b to being an integer ranging fi"om 1 to 14. See, e.g., page 13, lines 21 and 26; 

page 15, lines 36-37; and page 16, hne 3. There is no original disclosure supporting a limitation 

that a carboxy terminus of the con5)ound is modified with an alkyl group. The original 

disclosure is limited to the carboxy terminus being modified with an alkyl amide. See, e.g., page 

4, lines 2-3. Accordingly, claim 20, to the extent that it depends upon claim 19 and to the extent 

that claim 19 permits A to be attached directly or indirectly to the carboxy terminus of the 

compound, and claim 21, are not supported by the original disclosure of the invention. 

6. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by muhiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
appHcation claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F,2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogeh 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F,2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 
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7. Claims 17-19 and 22 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 8, 9, and 18 of U.S. Patent No. 5,985,242. Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
the claims of the *242 patent clearly anticipate the instant claims. With respect to claim 8 of the 
'242 patent, see especially column 63, lines 1 1-12. 

8. Claims 17-22, 28, and 29 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-8 of U.S. Patent No. 6,83 1,066. Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
the claims of the '066 patent clearly anticipate instant claims 28 and 29. With respect to instant 
claims 17-21, a method of using a compound anticipates compounds drawn to the compound per 
se. With respect to instant claim 22, it would have been obvious to one of ordinary skill in the 
art to combine the peptides used in the in vivo and therapeutic methods claimed by the *066 
patent with pharmaceutically acceptable carriers because it is routine in the therapeutic arts to 
combine active agents with pharmaceutically acceptable carriers for ease of storage, transport, 
measurement, and administration. 

9. Claims 17-22 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-5 of U.S. Patent No. 6,610,658. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
claims of the '658 patent clearly anticipate the instant claims. 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, TfflS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time poUcy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Jeffrey E. Russel at telephone number (571) 272-0969. The 
examiner can normally be reached on Monday-Thursday from 8:30 A.M. to 6:00 P.M. The 
examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor Bruce Can^ell can be reached at (571) 272-0974. The fax number for formal 
communications to be entered into the record is (571) 273-8300; for informal communications 
such as proposed amendments, the fax number (571) 273-0969 can be used. The telephone 
number for the Technology Center 1600 receptionist is (571) 272-1600. 

Jeffrey E, Russel 
Primary Patent Examiner 
Art Unit 1654 



JRussel 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry conceming this communication or earUer communications from the 
examiner should be directed to Jeffrey E. Russel at telephone number (571) 272-0969. The 
examiner can normally be reached on Monday-Thursday from 8:30 A.M. to 6:00 P.M. The 
examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor Bruce Campell can be reached at (571) 272-0974. The fax number for formal 
communications to be entered into the record is (571) 273-8300; for informal communications 
such as proposed amendments, the fax number (571) 273-0969 can be used. The telephone 
number for the Technology Center 1600 receptionist is (571) 272-1600. 
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